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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments with respect to claims 1-21 have been considered 
but are moot in view of the new ground(s) of rejection. 

Response to Amendment 

The declaration filed on 9/6/07 under 37 CFR 1.131 has been considered but is 
ineffective to overcome the cited reference. 

For commercial success of a product embodying a claimed invention to have true relevance to the 
issue of nonobviousness, that success must be shown to have in some way been due to the nature 
of the claimed invention, as opposed to other economic and commercial factors unrelated to the 
technical quality of the patented subject matter. Thus a nexus is required between the merits of the 
claimed Invention and the evidence offered, if that evidence is to be given substantial weight in 
route to a conclusion on the obviousness issue. Cable Electric Products, Inc. v. Genmaric, Inc., 770 
F. 2d 1015. 226USPQ881. 

In the instant application, a showing of commercial success due to the claimed 
invention as opposed to other economic and commercial factors is lacking. 

Claim Rejections • 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 1 1 recites the limitation "said means" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. Claim 1 1 appears to be 
mistakenly depended from claim 9. Claim 1 1 has been treated as depending 
from claim 10 for examination purposes. Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entiUed to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

5. Claim 1 , 2, 7, 9-1 1 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Wellisz (U.S. Pat. No. 5,743,913). 

Wellisz discloses a surgical implant comprising a planar sheet of a 
thermoplastic resin and a surgical grade metal mesh contained therein (col. 3 
lines 43-48), and said implant is able to be bent or displaced by manipulation by 
hand (col. 2 line 62-col. 3 line 6). With respect to claims 2 and 7, the implant 
metal is titanium and the thermoplastic resin is polyethylene (col. 3 lines 43-48). 
With respect to claim 9, the polyethylene comprises a porous surface (col. 3 lines 
45-47) that is fully capable of allowing fibrovascular ingrowth. With respect to 
claims 10-11, the implant has openings that receive and engage the head of a 
surgical screw or surgical bone anchor (col. 3 lines 7-10). 

6. Claims 1-5, 7-8, 10-11, 14-16, 19-21 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Morgan (U.S. Pat. No. 5,380,328). 

7. Morgan discloses a composite surgical implant comprising a planar sheet 
of thermoplastic resin 42 and a surgical grade metal mesh 46 contained therein. 
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where the implant is bendable (col. 1 lines 58-60). The metal comprises titanium 
(see abstract). The top surface and bottom surface comprise smooth barrier 
surfaces (see fig. 5). The bottom surface further comprises a porous surface (col. 
5 lines 41-46) (noting that examiner considers a microporous membrane to be 
porous). The themioplastic resin comprises high density polyethylene (col. 4 
lines 1-6). The implant further comprises openings for receiving a surgical screw 
col. 6 lines 42-48). With respect to claims 14-16, Morgan discloses bending a 
surgical implant having a top and bottom surface comprised of themnoplastic 
resin and a metallic mesh (see fig. 5) to conform to the profile of a defect in the 
cranium on a human (col. 2 lines 62-66). With respect to claims 19-21 , surgical 
screws are introduced through the mesh of the implant (col. 6 lines 42-48). The 
implant can further be cut to conform to the shape of the defect (col. 6 lines 27- 
30). 

Claim Rejections - 35 USC § 103 

8. The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

9. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wellisz(U.S. Pat. No. 5,743.913) in view of Morgan (U.S. Pat. No. 5,380,328). 

10. Wellisz is explained supra, including a surgical implant comprising a 
planar sheet of a thermoplastic resin and a surgical grade metal mesh contained 
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therein (col. 3 lines 43-48). However, Wellisz does not disclose a smooth barrier 
surface. Morgan teaches the use of a barrier (PTFE with a HDPE backing, col. 4 
lines 1-6) for the purpose of precluding the passage of unwanted biological cells 
(see abstract). Therefore it would have been obvious to one of ordinary skill in 
the art to modify the device of Wellisz to Include a smooth barrier surface on the 
opposite side of the porous thermoplastic resin (tissue ingrowth region), the 
motivation to combine being: preventing unwanted cellular infiltration from one 
side of the implant. 

1 1 . Claims 12-13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
Wellisz (U.S. Pat. No. 5,743,913) in view of Morgan (U.S. Pat. No. 5,380,328), 
further in view of Cohen et al. (U.S. Pat. No. 6,087,553) 

12. Wellisz in view of Morgan is explained supra. In addition, Morgan teaches 
heat fusing polyethylene barrier surfaces to the implant (see abstract of Morgan). 
However, Wellisz and Morgan lack the use of a mold with applied heat and 
pressure. Cohen teaches using heat and pressure to secure polyethylene to an 
implant surface for the purpose of creating an interface between the polyethylene 
and the implant surface that Is securely fixed and does not allow micro and 
macro motion between the two materials (see abstract of Cohen). Therefore it 
would have been obvious to one of ordinary skill in the art to modify the methods 
of Wellisz and Morgan to include the use of a mold with applied heat and 
pressure, the motivation to combine being: providing an interface between the 
polyethylene and the implant surface that is securely fixed and does not allow 
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micro and macro motion between the two materials. With respect to claim 13, 
Morgan teaches the use of a barrier on both sides or just one side of an implant if 
desired (see all figures of Morgan). The examiner considers It to be well within 
the skill of an ordinary worker In the art, in view of the teachings of Morgan, to 
provide a thin sheet of PE to be heat fused at either the top or the bottom of the 
mold for the purpose of securing it to the implant. 

13. Claims 17-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Morgan (U.S. Pat. No. 5,380,328). 

14. Morgan is explained supra. However, Morgan lacks specific disclosure of 
the implant being used in the orbit. It would have been obvious to one of ordinary 
skill In the art to use the craniofacial implant of Morgan in an orbit, the motivation 
being: treating an orbital defect. Such a use is well known in the art; it is further 
known that craniofacial implants can serve as orbital implants. With respect to 
claim 18, Morgan discloses a top smooth barrier surface and a bottom porous 
surface (see fig. 5). It would have further been obvious to one of ordinary skill In 
the art to position the smooth barrier surface towards the orbit, since both sides 
of the implant comprise both smooth banier surfaces and porous surfaces and 
are thus equally suitable to face the orbit. 



15. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wellisz (U.S. Pat. No. 5,743,913) in view of Scantlebury et al. (U.S. Pat. No. 
4,531,916). 
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16. Wellisz is explained supra, including a surgical implant comprising a 
planar sheet of a thermoplastic resin and a surgical grade metal mesh contained 
therein (col. 3 lines 43-48). However, Wellisz is silent as to whether the 
thenmoplastic resin covers the top and bottom surface of the implant. Wellisz is 
further silent as to the pore size of the polyethylene layer. Scantlebury teaches 
coating an implant with porous polyethylene with porosity between 50-500 
microns (col. 4 lines 52-68) for the purpose of allowing the ingrowth of tissue to 
secure the implant. Therefore it would have been obvious to one of ordinary skill 
in the art to modify the implant of wellisz to include a coating of porous 
polyethylene with a porosity of between 50-500 microns as taught by 
Scantlebury, the motivation to combine being: providing a coating to allow tissue 
ingrowth to secure and support the implant. 

1 7. Claim 23 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Wellisz (U.S. Pat. No. 5,743,913) in view of Scantlebury et al. (U.S. Pat. No. 
4,531 ,916), further in view of Morgan (U.S. Pat. No. 5,380,328). 

1 8. Wellisz in view of Scantlebury is explained supra. However, the 
combination lacks a barrier surface of polyethylene. Morgan teaches the use of a 
barrier (PTFE with a HDPE backing, col. 4 lines 1-6) for the purpose of 
precluding the passage of unwanted biological cells (see abstract). Therefore it 
would have been obvious to one of ordinary skill in the art to modify the device of 
Wellisz and Scantlebury to include a smooth barrier surface on the opposite side 
of the porous themioplastic resin (tissue ingrowth region), the motivation to 
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combine being: preventing unwanted cellular infiltration from one side of the 
implant. 

Conclusion 

Any inquiry concerning tliis communication or earlier communications from 
the examiner should be directed to Suba Ganesan whose telephone number Is 
571-272-3243. The examiner can normally be reached on M-F 7-4. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Corrine McDermott can be reached on 571-272-4754. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Infomiation regarding the status of an application may be obtained from 
the Patent Application Infomiation Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status infomnation for unpublished applications Is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-21 7-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

SDG 12/6/2007 /William H Matthews/ 

Primary Examiner 
AU 3774 



